
 

 

 

Dentsply Sirona        July 16, 2019 

℅ Karl Nittinger 

Director, Corporate Regulatory Affairs 

221 West Philadelphia Street, Suite 60W 

YORK PA  17401  

 

Re:  K191616 

Trade/Device Name:  Orthophos S 

Regulation Number:  21 CFR 892.1750 

Regulation Name:  Computed tomography x-ray system 

Regulatory Class:  Class II 

Product Code:  OAS 

Dated:  June 17, 2019 

Received:  June 18, 2019 

 

Dear Mr. Nittinger: 

 

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 

above and have determined the device is substantially equivalent (for the indications for use stated in the 

enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 

enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 

with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 

premarket approval application (PMA). You may, therefore, market the device, subject to the general 

controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 

some cleared products may instead be combination products. The 510(k) Premarket Notification Database 

located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 

product submissions. The general controls provisions of the Act include requirements for annual registration, 

listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 

adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 

remind you, however, that device labeling must be truthful and not misleading. 

 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 

subject to additional controls. Existing major regulations affecting your device can be found in the Code of 

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 

concerning your device in the Federal Register. 

 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 

has made a determination that your device complies with other requirements of the Act or any Federal 

statutes and regulations administered by other Federal agencies. You must comply with all the Act's 

requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 

801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
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combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 

combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

542 of the Act); 21 CFR 1000-1050. 

 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 

803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems. 

 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

 

 

Sincerely, 

 

 

 

        

     For 

Thalia T. Mills, Ph.D. 

Director 

Division of Radiological Health 

OHT7: Office of In Vitro Diagnostics 

    and Radiological Health 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

 

Enclosure  
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Traditional 510(k)-Orthophos S Section 5-1 Dentsply Sirona 

Dentsply Sirona 
221 West Philadelphia Street 
Suite 60W 
York, PA 17401 

1. Submitter Information:

Dentsply Sirona 

510(k) SUMMARY 

K191616 

Orthophos S 

221 West Philadelphia Street 
Suite 60 
York, PA 17404 

Contact Person: Karl Nittinger 
Telephone Number: 717-849-4424
Fax Number: 717-849-4343
Email Address: karl.nittinger@dentsplysirona.com

Date Prepared: 15 July 2019 

2. Device Name:

Proprietary Name: Orthophos S 
Classification Name:  Computed Tomography X-ray system 
CFR Number: 21 CFR 892.1750 
Device Class: Class II 
Product Code: OAS 

3. Predicate Device:

The predicate and reference devices identified relating to the substantial equivalence of the 
Orthophos S are:
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6. Substantial Equivalence 
 

The subject Orthophos S has the same intended use as the predicate device Orthophos SL 
(K150217). Both the Orthophos S and the primary predicate device are intended as Computed 
Tomography X-ray systems under 21 CFR 892.1750. 

The proposed Orthophos S device and predicate Orthophos SL (K150217) incorporate the same 
functional imaging capabilities (2D panoramic, 2D cephalometric, and 3D volumetric imaging). 
The principles of operation and patient fixation features of both the proposed and predicate 
(K150217) devices are identical as is the overall workflow principals.  

The primary differences between the proposed Orthophos S and predicate (K150217) devices is 
the difference in 2D panoramic image sensor technology. The proposed device utilizes a CMOS 
scintillation method image sensor for 2D panoramic imaging, while the predicate Orthophos SL 
device utilizes a CMOS direct conversion sensor (DCS) for 2D panoramic imaging. In addition, 
the proposed Orthophos S does not include image visualization with lingual-buccal exploration, 
while the predicate device (K150217) includes this functionality.  

Indications for Use 
 

Proposed Device 

Orthophos S 

Predicate Device 

Orthophos SL 
(K150217) 

The X-ray system creates data for digital 
exposures in the maxillofacial area and in 
subareas for dentistry and pediatric dentistry, 
for hard-tissue diagnostics within ENT 
medicine, and carpus exposures. 

The X-ray system creates data for digital 
exposures in the maxillofacial area and in 
subareas for dentistry and pediatric 
dentistry, for hard-tissue diagnostics within 
ENT medicine, and carpus exposures. 
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Technological Comparison 
 

 
Device 

Proposed Device 
Orthophos S 

Predicate Device 
Orthophos SL 

(K150217) 
Unit data 
Nominal voltage 200 –240 V 200 –240 V 
Rated current 12A 12A 
Nominal frequency: 50/ 60 Hz 50/ 60 Hz 
Power output of tube 
assembly 

90  kV/12  mA  =  1080   W 
with any radiation time 

90 kV/12 mA = 1080 W with any 
radiation time 

Tube voltage 60 – 90kV (for 90 kV max. 
12 mA) 

60 – 90kV (for 90 kV max. 12 mA) 

Tube current 3 – 16 mA (for 16 mA  max. 
69 kV) 

3 – 16 mA (for 16 mA max. 69 kV) 

Tube setting 3D SD: 7-13 mA; HD: 4-12 mA SD: 7-13 mA; HD: 4-12 mA 
Maximum setting range 60 kV / 3 mA to 90 kV / 12 

mA 
60 kV / 3 mA to 90 kV / 12 mA 

Program duration 11.6-23 sec 11.6-23 sec 
Exposure time 2.2-14.9 sec 2.2-14.9 sec 
Max. FOV 
(Size of the presentable 
anatomical area) 

Cylinder with a diameter of 
approx. 11 cm and a height 
of approx. 10 cm 

Cylinder with a diameter of approx.  
11 cm and a height of approx. 10 cm 

Slice pitch (voxel size) 80-220µm 80-220µm 
Exposure time for a 
cephalometric image 

4.6 - 14.9 sec 4.6 - 14.9 sec 
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Device 

Proposed Device 
Orthophos S 

Predicate Device 
Orthophos SL 

(K150217) 

Default 3D maximum approx. 1771mGycm² approx. 1771mGycm² 

Visualization/ Image 
processing 

Uses SIDEXIS 4 image 
process software 

Uses SIDEXIS 4 image process 
software 

Image reconstruction 

2D Image types Panoramic, bite wing, 
temporomandibular joint, 
sinus view 

Panoramic, bite wing, 
temporomandibular joint, sinus view 

Cephalometric main types A/P, P/A, Lateral view, 
Carpus 

A/P, P/A, Lateral view, Carpus 

Panoramic images Full frame pan-technology 
with Autofocus for Pan 
Images 

Full frame pan-technology with 
Autofocus and lingual-buccal 
exploration 

3D Volumes as chosen by the 
user before the exposure 

Volumes as chosen by the user before 
the exposure 

User interface 

Exposure settings At the operator panel of the 
device: kV, mA, sec, 
program, height adjustment, 
laser locator on/off, rotation 
of the ring, options 

At the operator panel of the device: 
kV, mA, sec, program, height 
adjustment, laser locator on/off, 
rotation of the ring, options 

Patient fixation Bite block, chin rest, contact 
segment for subnasal, 
supports if necessary 

Bite block, chin rest, contact segment 
for subnasal, supports if necessary 

Cephalometer without bite 
block and chin rest 

Cephalometer without bite block and 
chin rest 

Localization of exposure 
area 

Given through the geometry 
of the device and due the 
help of laser 

Given through the geometry of the 
device and due the help of laser 

Additional laser for 
improvement of mid sagittal 
head positioning 

Additional laser for improvement of 
mid sagittal head positioning 






